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DETAILED ACTION 

Applicant's amendment filed on July 6, 2007 is acknowledged and has been entered. 
Claims 1-104 have been canceled. Claims 105-120 have been added. Claims 105-120 are 
pending. 

/Claims 105-120 are discussed in this Office action. 

All of the amendments and arguments have been thoroughly reviewed and considered but 
are not found persuasive for the reasons discussed below. Any rejection not reiterated in this 
• action has been withdrawn as being obviated by the amendment of the claims. The text of those 
sections of Title 35, U.S. Code not included in this action can be found in a prior Office action. 

This action is made FINAL. 

Previous Rejections 

The rejection of claims 1-19, 29 and 77-85 under 35 U.S.C. 101 is withdrawn in view of 
Applicant's cancellation of the claims. The rejections under 35 U.S.C. 1 12 and the objections to 
' the claims are withdrawn in view of cancellation of the claims. 

New Grounds of Rejection as necessitated by Applicant's amendment to the claims. 

Claim Rejections - 35 USC § 112, 2 nd paragraph 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claims 105-1 18 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invefition. 

3. Regarding claims 105-106, 109, 1 1 1, 1 13, 1 14, 1 17, the term 'Rl allelic variant' in the 
preamble is not clearly defined or specifically claimed. What structural limitation does this 
limitation impose on the claim? 

4. Regarding claims 107-108, 110, 112, 115-1 16, the term 'R3 allelic variant 5 in the 
preamble is not clearly defined or specifically claimed. What structural limitation does this 

, limitation impose on the claim? 

5. Regarding claims 1 13-1 16, it is unclear from the claim how the "percentage frequency of 
the Rl locus dinucleotide" (claims 16-17) or the "percentage frequency of the R3 locus 
dinucleotide" (claims 18-19) imposes a structural limitation on the nucleic acid product 

. represented by these claims? 

Claim Interpretation 

The term 'Rl allelic variant' and 'R3 allelic variant' are not clearly defined in the claims 
• and instead are referred to as allelic variants. The Rl term is not explicitly defined, but is 
described as "The SEQ ID No. 1 has 1-392 contiguous nucleotides containing one or more group 
of GT dinucleotide polymorphisms at positions from 125 to 168 of Rl locus" (previous claim 1 
and throughout specification, including paragraph 58 of PgPub). The R3 term is not explicitly 
defined, but is described as "the SEQ ID No.2 has 1 to 336 contiguous nucleotides containing 
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one or more group of GT dinucleotide polymorphisms at positions from 87 to 1 16 bases of R3 
locus" (previous claim 1 and throughout specification, including paragraph 59 of PgPub). 
Therefore, the term Rl variant is being interpreted as reading on nucleotides 125-168 of SEQ ID 
NO:l comprising a GT repeat region and the term R3 variant is being interpreted as reading on 
nucleotides 87-1 16 of SEQ ID NO:2 comprising a GT repeat region. 

Claim Rejections - 35 USC § 102 

6. Claims 105-108, 114-1 16 and 118-120 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Patel et al. (Genomics, 1998, vol. 52, p. 192-200). Patel teaches the mapping and 

♦ characterization of the human STAT6 gene (Abstract). 

With regard to claim 105, Patel teaches an isolated Rl allelic variant having SEQ ID NO: 
1 of Signal Transducer and Activator of Transcription-6 (STAT-6) Gene for use in predicting 
susceptibility of a subject to atopic asthma (see attached sequence alignment, HSSTATSIX1, 

• specifically nucleotides 908-1299, which comprises SEQ ID NO:l and the repeat region Rl, 
located at nucleotides 1032-1074 of Patel or nucleotides 125-167 of SEQ ID NO:l below), 

Qy 121 AATCGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGACGGAGTCTTG 180 

1 1 i 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 ii 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 

Db 1028 AATCGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGACGGAGTCTTG1087 

With regard to claim 106 and 108, Patel teaches an isolated allelic variant according to 
claim 105, wherein the subject is human (see attached sequence alignment(s), where it is noted 
the sequence source is human). 
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With regard to claim 107, Patel teaches an isolated R3 alellic variant of SEQ ID NO: 2 of 
Signal Transducer and Activator of Transcription-6 (STAT-6) Gene for use in predicting 
- susceptibility of a subject to atopic asthma (see attached sequence alignment, HSSTATSIX1, 
specifically nucleotides 3605-3940, which comprises SEQ ID NO:2 and the repeat region R3, 
located at nucleotides 3691-3720 of Patel or nucleotides 87-1 16 of SEQ ID NO:2 below). 

Qy 61 CACTGAAGAGGGAGGACGGGAGAGGAGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTATGT 120 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I II I I I I I I I I I I I I I I I 
, Db 3665 CACTGAAGAGGGAGGACGGGAGAGGAGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTATGT 

3724 

Regarding claims 1 14-1 16, the limitation directed to the percentage frequency of the 
specific Rl or R3 alleles does not place a structural limitation on the nucleic acid claimed. 
Therefore, these claims are considered rejected in view of the rejections stated previously above 
because the sequence of the R3 locus, or SEQ ID NO:2, depicts 15 repeats, meeting the 
limitation of claims 114-116. 

With regard to claim 118, Patel teaches an isolated pharmacogenetic markers having SEQ 
ID NOS: 1 (see attached sequence alignment, HSSTATSIX1, specifically nucleotides 908-1299, 
which comprises SEQ ID NO:l and the repeat region Rl, located at nucleotides 1032-1074 of 
Patel or nucleotides 125-167 of SEQ ID NO:l above ) and 2 (see attached sequence alignment, 
HSSTATSIX1, specifically nucleotides 3605-3940, which comprises SEQ ID NO:2 and the 
repeat region R3, located at nucleotides 3691-3720 of Patel or nucleotides 87-1 16 of SEQ ID 
NO:2 above) for detecting and predicting a predisposition to atopic asthma of STAT-6 gene in a 
subject. 

With regard to claim 119, Patel teaches an isolated pharmacogenetic markers according 
/to claim 118, wherein SEQ ID NO. 1 is associated with Rl locus (see attached sequence 
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alignment, HSSTATSIX1, specifically nucleotides 908-1299, which comprises SEQ ID NO:l 
and the repeat region Rl, located at nucleotides 1032-1074 of Patel or nucleotides nucleotides 
125-167 of SEQ ID NO:l above) and SEQ ID No. 2 is associated with R3 locus of STAT-6 gene 
(see attached sequence alignment, HSSTATSIX1, specifically nucleotides 3605-3940, which 
comprises SEQ ID NO:2 and the repeat region R3, located at nucleotides 3691-3720 of Patel or 
nucleotides 87-1 16 of SEQ ID NO:2 above). 

With regard to claim 120, Patel teaches an isolated pharmacogenetic markers according 
to claim 118, wherein a subject is human (see attached sequence alignment(s), where it is noted 
the sequence source is human). 

7. Claims 105-120 are rejected under 35 U.S.C. 102(a) as being anticipated by Nagarkatti et 
al. (Journal of Human Genetics, 2002, vol. 47, p. 684-687). Nagarkatti teaches the identification 
of three polymorphic (CA) repeat regions and the examination of allelic frequency and 
haplotypes was conducted (Abstract). 

With regard to claim 105, Nagarkatti teaches an isolated Rl allelic variant having SEQ 
ID NO: 1 of Signal Transducer and Activator of Transcription-6 (STAT-6) Gene for use in 
predicting susceptibility of a subject to atopic asthma (see attached sequence alignment, 
HSSTATSIX1, which matches accession number AH006951 referenced p. 685, col. 1, 
. specifically nucleotides 908-1299, which comprises SEQ ID NO: 1 and the repeat region Rl, 
located at nucleotides 1032-1074 of Nagarkatti or nucleotides 125-168 of SEQ ID NO:l below; 
also see Table 1, 'STAT6 gene' heading) 

Qy 121 AATCGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGACGGAGTCTTG 180 

I I II I I I I I I I I I I I I I II II I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I It I I I 
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Db 1028 AATCGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTGACGGAGTCTTG 

1087 . 

With regard to claim 106 and 108, Nagarkatti teaches an isolated allelic variant according 
to claim 105, wherein the subject is human (see p. 684-5, 'subjects and methods' where the 
individuals analyzed are described in detail; also see accession number AH006951, where it is 
noted the sequence source is human). 

With regard to claim 107, Nagarkatti teaches an isolated R3 alellic variant of SEQ ID 
NO: 2 of Signal Transducer and Activator of Transcription-6 (STAT-6) Gene for use in 
predicting susceptibility of a subject to atopic asthma (see attached sequence alignment, 
HSSTATSIX1, which matches accession number AH006951, specifically nucleotides 3605- 
3940, which comprises SEQ ID NO:2 and the repeat region R3, located at nucleotides 3691-3720 
of Nagarkatti or nucleotides 87-1 16 of SEQ ID NO:2 below; also see Table 1, C STAT6 gene' 
heading). 

Qy 61 CACTGAAGAGGGAGGACGGGAGAGGAGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTATGT 120 

II II I I II M I I I II I 1.1 I I I I I I I I I I I I I I I I I I I I I I I I I I II I I I I I I I I I I I I I I 
Db 3665 CACTGAAGAGGGAGGACGGGAGAGGAGTGTGTGTGTGTGTGTGTGTGTGTGTGTGTATGT 

•'3724 

Regarding claims 109-1 12 and 117, while the inclusion of specific haplotypes imposes a 
structural limit on the number of CA repeats present in the sequence comprising SEQ ID NO:l 
and 2, the limitations regarding specific p values does not impose a structural limitation on the 
nucleic acid sequence. Therefore, the claims are rejected solely on the basis of specific 
haplotypes disclosed by Nagarkatti. 

With regard to claim 109-1 10, Nagarkatti teaches an isolated allelic variant according to 
claim 105 or 107, wherein CA nucleotide repeat is on 17 allele of Rl locus and on 15 allele of 
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R3 locus of the STAT-6 gene having a 'p' value less than 0.0031 and are associated with asthma 
(Table 2, where haplotypes comprising 17_15 were identified in the STAT-6 gene). 

With regard to claim 111-112, Nagarkatti teaches an isolated allelic variant according to 
claim 105 or 107, wherein CA nucleotide repeat is on 16 allele of Rl locus and on 15 allele of 
R3 locus of the STAT-6 gene having a 'p' value less than 0.001 and are associated with asthma 
(Table 2, where haplotypes comprising 16_15 were identified in the STAT-6 gene). 

With regard to claim 117, Nagarkatti teaches an isolated allelic variant according to claim 

105, wherein haploypes 17 14 (CA repeat 17 in Rl locus and 14 in R3 locus of the STAT-6 

gene having a 'p' value less than 0.00001), 23 16 (CA repeat 23 in Rl locus and 16 in R3 locus 

of the STAT- 6 gene having a 'p* value less than 0.00001) and 24 16 (CA repeat 24 in Rl locus 
and 16 in R3 locus of the STAT-6 gene having a 'p' value less than 0.0001) are associated with 
protection from asthma (Table 2, where haplotypes 24__16 were identified in the STAT-6 gene; 
see also p. 686, col. 1, where it is noted that Table 2 represents 76% of all haplotypes and others 
were not included). 

Regarding claims 113-116, the limitation directed to the percentage frequency of the 
specific Rl or R3 alleles does not place a structural limitation on the nucleic acid claimed. 
Therefore, these claims are considered rejected in view of the rejections stated previously above. 

With regard to claim 118, Nagarkatti teaches an isolated pharmacogenetic markers 
. having SEQ ID NOS: 1 (see attached sequence alignment, HSSTATSIX1, which matches 
accession number AH006951 referenced p. 685, col. 1, specifically nucleotides 908-1299, which 
comprises SEQ ID NO:l and the repeat region Rl, located at nucleotides 1032-1074 of 
Nagarkatti or nucleotides 125-168 of SEQ ID NO:l above; also see Table 1, 'STAT6 gene' 
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heading) and 2 (see attached sequence alignment, HSSTATSIX1, which matches accession 
number AH006951, specifically nucleotides 3605-3940, which comprises SEQ ID NO:2 and the 
repeat region R3, located at nucleotides 3691-3720 of Nagarkatti or nucleotides 87-1 16 of SEQ 
. ID NO:2 above; also see Table 1, 'STAT6 gene' heading) for detecting and predicting a 
predisposition to atopic asthma of STAT-6 gene in a subject. 

With regard to claim 119, Nagarkatti teaches an isolated pharmacogenetic markers 
according to claim 1 18, wherein SEQ ID NO. 1 is associated with Rl locus (see attached 

• sequence alignment, HSSTATSIX1, which matches accession number AH006951 referenced p. 
685, col. 1, specifically nucleotides 908-1299, which comprises SEQ ID NO:l and the repeat 
region Rl, located at nucleotides 1032-1074 of Nagarkatti or nucleotides 125-168 of SEQ ID 
NO:l above; also see Table 1, 'STAT6 gene' heading) and SEQ ID No. 2 is associated with R3 

• locus of STAT-6 gene (see attached sequence alignment, HSSTATSIX1, which matches 
accession number AH006951, specifically nucleotides 3605-3940, which comprises SEQ ID 
NO:2 and the repeat region R3, located at nucleotides 3691-3720 of Nagarkatti or nucleotides 
87-1 16 of SEQ ID NO:2 above; also see Table 1, 'STAT6 gene' heading). 

With regard to claim 120, Nagarkatti teaches an isolated pharmacogenetic markers 
according to claim 118, wherein a subject is human (see p. 684-5, 'subjects and methods' where 
the individuals analyzed are described in detail; also see accession number AH006951, where it 
is noted the sequence source is human). 



Application/Control Number: 1 0/8 1 4,002 Page 1 0 

Art Unit: 1637 

Relevant Prior Art 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Nyce et al. (WO0062736; October 2000) discloses oligonucleotide compositions for 
prophylactic, preventive and therapeutic treatments associated with impaired respiration, lung 
allergies and/or inflammation and discloses sequences of STAT6 (Abstract and attached 
alignments). 

Response to Arguments 
8. Applicant's arguments filed July 6, 2007 have been fully considered but they are not 
persuasive. 

Applicant traverses the rejection of the claimed subject matter under Patel. Applicant 
asserts "The Patel et al. reference does not report the repeats Rl and R3 and their alleles as 
claimed in the present invention. The Patel et al. reference also does not disclose or teach 
anything about asthma." Applicant also asserts "The Patel reference discloses the exon sequence 
of the STAT-6 gene, while the claimed invention is related to the upstream sequence of the 
STAT-6 repeat polymorphism and their haplotypes which are not even disclosed in the Patel et 
al. reference. (The Patel reference does not disclose SEQ ID NO 1 Rl). The flanking sequences 
(upstream and downstream of TG repeat of Rl and its alleles) of the claimed invention (SEQ ID 
NO 1) are totally different and distinguishable from the disclosed flanking region of the STAT-6 
gene of Patel" (page 6 of remarks). 

Applicant's arguments do not comply with 37 CFR 1.1 1 1(c) because they do not clearly 
point out the patentable novelty which he or she thinks the claims present in view of the state of 
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the art disclosed by the references cited or the objections made. Further, they do not show how 
the amendments avoid such references or objections. 

Next, the arguments that the sequence flanking the exonic sequence of SEQ ID NO:l are 
different in Patel as compared to the claimed invention argues a feature that is not claimed, as 
there is no mention of flanking versus exonic sequence in the allelic variants as presently 
claimed. Furthermore, as Applicant has not clearly stated how the sequence of Patel 
distinguishes over the sequences of SEQ ID NO: 1 or 2 or regarding the different flanking 
sequences the rejection is maintained. As stated in the art rejection above, Patel teaches the 
' sequence of SEQ ID NO:l and 2 and is interpreted as including the Rl and R3 repeats which are 
part of SEQ ID NO:l and 2 respectively (see claim interpretation above). 

It is also noted that the Rl and R3 loci features present in the preamble to the claim are 
not distinctly claimed in the new versions of the claims. In the previous slate of claims, the Rl 
locus was described as ""The SEQ ID No. 1 has 1-392 contiguous nucleotides containing one or 
more group of GT dinucleotide polymorphisms at positions from 125 to 168 of Rl locus" 
(previous claim 1 and throughout specification, including paragraph 58 of PgPub) and the R3 
locus was described as "the SEQ ID No.2 has 1 to 336 contiguous nucleotides containing one or 
more group of GT dinucleotide polymorphisms at positions from 87 to 1 16 bases of R3 locus" 
(previous claim 1 and throughout specification, including paragraph 59 of PgPub). It is under 
this interpretation based on the previous version of the claims and the teaching of the spec that 
both Rl and R3 are present in SEQ ID NO:l and SEQ ID NO:2 that art rejections are applied. 

In response to applicant's argument that Patel does not disclose or teach anything about 
asthma (referring to the use of the allelic variants in predicting susceptibility to disease), a 
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recitation of the intended use of the claimed invention must result in a structural difference 
between the claimed invention and the prior art in order to patentably distinguish the claimed 
invention from the prior art. If the prior art structure is capable of performing the intended use, 
then it meets the claim. 

Furthermore, regarding the lack of specific teaching that the sequences are useful in 
diagnosing asthma, as noted in the previous art rejection, "the limitation regarding which disease 
that is associated with the specific gene variant does not impose a structural limitation on the 
sequence or structure of the nucleic acid. Therefore, these claims are rejected in view of the 
nucleic acid sequence, represented by AH006951 described above with regard to claims 1 and 
2". The rejection is maintained. 

Applicant traverses the rejection of the claimed subject matter as being anticipated by 
Nagarkatti. Applicant asserts "Quite simply, independent claims 105 and 118, and the claims 
dependent therefrom, are not disclosed by the Nagarkatti et al. reference. Since the claims 
distinguish over the reference, the 102(a) rejection has been overcome" (p. 7 of remarks). 

Applicants arguments do not comply with 37 CFR 1.1 1 1(c) because they do not clearly 
point out the patentable novelty which he or she thinks the claims present in view of the state of 
the art disclosed by the references cited or the objections made. Further, they do not show how 
the amendments avoid such references or objections. Therefore, absent a specific teaching of 
how the Nagarkatti reference does not disclose the invention of independent claims 105 and 118, 
the rejection is maintained for the reasons stated in the art rejection above. 
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Conclusion 



No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stephanie K. Mummert, Ph.D. whose telephone number is 571- 
' 272-8503. The examiner can normally be reached on M-F, 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Stephanie K Mummert, Ph.D. 
Examiner 
Art Unit 1637 
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